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REMARKS 

Claims 1-7, 9-11, 13, 15-25 and 28- 41 are currently pending in this application. Claims 
4-6, 17, 28, 30, 33, 38 and 41 were previously withdrawn as the result of a restriction 
requirement. Reconsideration of the application is respectfully requested. 

Due to the page limit for a Pre- Appeal Brief Request, this submission primarily addresses 
the rejections associated with independent claims 1, 29 and 35. In particular, this request 
addresses the Leung (U.S. Patent No. 6,596,298), Virgalitto (International Publication No. WO 
03/04659 Al) and Grillo (U.S. Patent No. 6,267,808) references, as well as, the section from 
Biotechnology and Food Ingredients by Goldberg et al. (hereinafter "Goldberg") as cited in the 
final Office Action dated June 1, 2007. The Examiner's assertions in the final Office Action are 
respectfully traversed on the grounds that the Examiner has failed to establish a prima facie case 
of obviousness. 

There are currently three pending independent claims. The first, claim 1, is directed to a 
water-soluble film, including a water-soluble film-forming agent and an acidulent system 
including an acidulent selected from an organic acid, a salt of an organic acid, an inorganic acid, 
and combinations thereof, where the system further includes at least 25 wt. % organic acid and 
where the acidulent includes citric acid and malic acid in a ratio from 7:1 to 2:1. The second, 
claim 29, is directed to a water-soluble film including an acidulent present in the amount of 
about 20-37% by weight, a salt of alginic acid and a sequestrant. The third, claim 35, is directed 
to a water-soluble film including an acidulent present in the amount of about 20-37% by weight 
and an ester of alginic acid. 

With respect to claim 1, the Examiner admits that "[t]he prior art does not teach a single 
example that includes every limitation" of the Applicants' claims, but asserted that it would have 
been obvious to select the combination based on the broad disclosure of Leung or Virgalitto. 
(Office Action of 6/1/2007, at pages 2-3 and 4-5). This assertion is misplaced. The entire 
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purpose of Leung is to provide physiologically acceptable films to kill plaque-producing germs. 
(Leung, Abstract). In particular, the citric acid and malic acid of Leung are optional ingredients 
used only to provide a saliva stimulating agent to the film. Similarly, such acids are merely 
disclosed as optional additives in Virgalitto. There is absolutely no appreciation in Leung or 
Virgalitto that citric acid and malic acid may be combined, let alone that the two acidulents 
would be useful in the ratios specified in Applicants' claim 1 . However, as previously stated and 
discussed on page 4 of the Applicants' specification, the claimed ratio and combination ensures 
an initial sour impact that transitions into a smooth prolonged sour taste. As such, determination 
of the claimed ranges for relative sour impact cannot be considered routine experimentation. 
There is no disclosure or suggestion in Leung of such a relative sour impact, nor is there any 
disclosure that the ratios of the specified organic acids can be used to achieve the relative sour 
impact. Without any appreciation of a relative sour impact or acid ratios which achieve such an 
impact, there is no appreciation of this parameter as a result-effective variable. ("A particular 
parameter must first be recognized as a result-effective variable, i.e., a variable which achieves a 
recognized result, before the determination of the optimum or workable ranges of said variable 
might be characterized as routine experimentation." MPEP §2144.05(II)(B)). 

The Examiner additionally cites Goldberg as a factual reference, in combination with 
both Leung and Virgalitto, in an attempt to establish that using "a combination of citric and 
malic acids to deliver a quick tart initial taste followed by the delayed sour note of malic acid is 
knowledge generally available". (Office Action of 6/1/2007, at pages 3 and 5) (citations 
omitted). However, the Examiner has failed to show how Goldberg, in combination with the two 
references, arrives at the presently claimed invention. Goldberg merely states that citric acid and 
malic acid may have synergistic blending effects. (Goldberg, p. 352, 11. 12-13). Goldberg has 
nothing to do with water-soluble film dosage forms. Merely disclosing that one acid delivers a 
quick, tart, initial taste and the other acid adds a delayed sour note does not teach or suggest one 
of ordinary skill in the art to make a water-soluble film including the specific ratio of from 7:1 to 
2:1 of citric acid to malic acid, as presently claimed. As stated above, it was found that the 
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claimed ratio ensures an initial sour impact that transitions into a smooth prolonged sour taste 
when incorporated into water-soluble film. As such, it cannot be said that Goldberg's simple 
statement in regards to a synergistic blend for these two food acids would suggest the 
specifically claimed ratio for use in water-soluble films. 

At best, the combination of Leung and Goldberg, as well as, the combination of 
Virgalitto and Goldberg, is merely an invitation to partake in further experimentation to find a 
suitable acidulent and a suitable ratio for a combination of acidulents in water-soluble films. 
Prima facie obviousness cannot be established where no reasonable intrinsic or extrinsic 
justification exists for the proposed modification or combination. 

The Examiner also cites Virgalitto against claim 29. The Examiner alleges that the 
reference's disclosure of 8-20% by weight of food acid in the film falls within the scope of the 
instant claims. (Office Action of 6/1/2007 at page 5). Virgalitto, however, specifically states 
that "[a]t these levels, the acids may adversely affect the properties of the film, for example the 
mechanical stability may be compromised and the hygrosopicity may increase." (Virgalitto, at 
page 12). Based on such disclosure, a person of ordinary skill in the art would not be encouraged 
to modify the teachings of Virgalitto to use the even higher acid levels recited in Applicants' 
claims. It is well known that there is no motivation to make a proposed modification it would 
render the prior art invention unsatisfactory. ("If the proposed modification would render the 
prior art invention being modified unsatisfactory for its intended purpose, then there is no 
suggestion or motivation to make the proposed modification." MPEP 2143.01). One of ordinary 
skill in the art would not be motivated to increase the amount of food acid in its free form to 
amounts of 20-37% based on the Virgalitto reference since this would have a negative effect on 
the properties inherent to the film. Therefore, the Examiner has failed to establish a prima facie 
case of obviousness based on Virgalitto with respect to claim 29. 
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The Examiner also relies upon Grillo in combination with Virgalitto to support the 
rejection of claim 35. The Examiner alleges that "[i]t would have been obvious to one of 
ordinary skill in the art to substitute PGA for the sodium alginate of the primary reference 
because the art recognizes them as equivalents." (Office Action at page 6). Grillo is directed 
towards a "dry film coating composition" useful in a "bright white film coating for nutritional 
supplements, pharmaceutical tablets, and the like". (Grillo, Abstract). Nowhere in Grillo is it 
stated that the PGA would also be useful in self-supported film products, such as those presently 
claimed. Therefore Grillo does not suggest that PGA is an equivalent film former for use in 
preparing self-supporting water-soluble films. The Examiner has failed to establish a prima facie 
case of obviousness based on this cited combination against claim 35. 

Based on the arguments as stated above, it is respectfully submitted that the Examiner has 
failed to establish a prima facie case of obviousness in regards to independent claims 1, 29 and 
35. Therefore, Applicants submit that this application is in condition for allowance. Favorable 
action is earnestly solicited. If there are any questions or if additional information is required, 
the Examiner is respectfully requested to contact Applicants' attorney at the number listed 
below. 

Respectfully submitted, 

iUbkot; Lumbal 

Nichole E. Martiak 
Registration No.: 55,832 
Attorney for Applicant(s) 
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